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PONTEELS EXPErience as a Biomedical Scientist in
rlslem.] logy/ Blood Transfusion

: rles.li‘ E nted Py Transplant Director!!

BStel: d 'as Stem Cell Lab Quality Manager — June
= 2009
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f_' [rust Re-organisation - 2012 resulted in my role
~ changing to the UHL/NGH Transplant
Programme Quality Manager (January 2014)
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MEISite at Leicester Royal Inflrmary
( I_.nd)

> Ajtejfe) JoUs transplants only at
I\Jc hampton General Hospital (NGH)

ST Adult Autologous & Allogeneic Programme
(Slbllng and unrelated)

-® 85 transplants per year (/5 LRI, 10 NGH)
e 120-140 apheresis collections per year
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< Dogl .Jm"' control —Q Pulse
r\.JJJb
"""" ate & follow- up Iincidents, variances (un
pl“ d deviations), adverse infusion events,
= J’?’e. —
; -_Cf)ncessmns (planned deviations)
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— e[ 'D_eS|gnated Person with the HTA- reports Serious
Adverse Events and reactions using the online
reporting system
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Molae SCL:Quality I\Aaﬁaﬁg@'}"

SIIBHILONT transplant outcomes and
IIVEST "'a'te anomalies- Engraftment
o CO?_' H'& Risk Assessments

BSTREView SLA /TPA /TA with internal and
-:xt—‘ernal organisations

= Authorlse cell release for infusion, disposal
or research
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HAMBLETON
SUITE
OUTPATIENTS

-consent,

patient/donor
assessment COLLECTION

FACILITY-
Osborne Apheresis
unit- PBSC/DLI
Balmoral
Theatres- BM

HAMBLETON
SUITE
OUTPATIENTS
-post transplant
clinic

SARAH WARD

INFUSION QM
LRI BMTU- PROCESSING
Allo transplants FACILITY
WARD 41-LRI/NGH- Stem Cell Lab
Auto Transplants

HAMBLETON /

SUITE STORAGE-
OUTPATIENTS Cryostore —Car park!!!
-pre transplant clinic
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NewaRRole
sauditional responsibilities? (1)

SREsponsible for guality of stem cell
r)rJ,Lm through collection — processing —
,)Urcm — Infusion — disposal
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== Ensurlng we achieve and maintain all
~ required accreditation- JACIE & HTA

MHRA- not currently required
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NEVChallenges

© Docuplggifi€egife
SSEI=annL a reviews spread evenly over year
SGlinical-2'y Vear review;

_!ll"’ ‘_June or November of second year

_...-'-

~ (150" documents)!!

"'_—-.- L.:-'-.-_:

: ..-. =AU 1t Plan

—:—"""*F-,SCL -3 year audit plan, most audits completed within

—— e ‘month

_—

= : - critical procedures audited every 6 months by me!
-Clinical- more ad hoc audit plan!!
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eV Challenges (2)

2 Siteifi=jle JJ,L;-" ent
- SCL- C Stotally embedded within
vv)r,ﬁmg practices

: ‘}jf.-
= - QI\/IS regarded as an alien concept!
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__:':f-"'ff - Creates lots of work
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- - Is Bureaucratic!
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AEErcoorainatec p‘rOg'ramme
3 OJJﬁ rerIy Quality Standards/Annual Review
MA' tings
treased communication with Transplant Director
— mproved communication with NGH Quality
_ =3 Manager
'4:1nanC|aI— just my wage!!

= InC|dent Reporting- improved product/ patient
related reporting
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o) Jr\n,m arQuality .ead for each area
- Jrr\w T ammg Transplant Staff Education

r\\/
ch zentlal Introduction of Information
ahagement System for Programme

- Encourage Increased involvement of
apheresis staff in transplant planning

® [ncrease the number of trained auditors
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T ar} _you for your klnd
- attention
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Any Questions?
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